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DETAILED ACTION 

The provisional application 60/241 ,247 upon which priority is claimed, appears to 
provide adequate support under 35 U.S.C. 1 12 for the elected invention of Group I 
claims 1-20 of this application (see Restriction Requirement in the Paper No. 10 and 
discussed further below). 

Election/Restrictions 

Applicants election without traverse of the invention of Group I, Claims 1-20, and 
the invention of species of respiratory syncytial virus (RSV) as a single virus to be 
treated, in Paper No. 1 1, submitted February 3, 2003 is acknowledged. 

Therefore, claims 21-50 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b), as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. 

Claims 10 and 12 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b), as being drawn to a non-elected species. 

The claims have been examined insofar as they read on the elected specie. 

Claims 1-9, 1 1 and 13-20 are examined on the merits herein. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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Claims 1-9, 11 and 13-20 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

The expression "a subject" in claim 1 renders claims 1-9, 11 and 13-20 indefinite. 
The expression "a subject" is not seen to be defined in the specification. Hence, one of 
ordinary skill in the art could not interpret as to what is a subject herein, e.g., a cell, a 
mammal or an animal in the claim. Thus, the scope of the claims is indefinite. 

The expression " severe combined immunodeficiency" in claim 4 renders claim 4 
indefinite since the term "severe" is a relative term. The expression "severe combined 
immunodeficiency" is not seen to be defined in the specification. Hence, one of ordinary 
skill in the art could not interpret as to what is the subject suffers from "severe combined 
immunodeficiency" in the claim. Thus, the scope of the claims is indefinite. 

The expression "an inhibitor of isoprenylation that is distinct from said HMG-CoA 
reductase inhibitor" in claim 14 renders claim 14 indefinite. The expression "an inhibitor 
of isoprenylation that is distinct from said HMG-CoA reductase inhibitor" is not seen to 
be clearly defined in the specification. Hence, one of ordinary skill in the art could not 
interpret the metes and bounds as to the recitation "an inhibitor of isoprenylation that is 
distinct from said HMG-CoA reductase inhibitor" in the claim. Therefore, the scope of 
the claims is indefinite as to what would be considered "an inhibitor of isoprenylation 
that is distinct from said HMG-CoA reductase inhibitor" encompassed thereby. 

The expression "a nucleoside analog composition" in claim 15 renders claim 15 
indefinite. The expression "a nucleoside analog composition" is not seen to be clearly 
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defined in the specification. Hence, one of ordinary skill in the art could not interpret the 
metes and bounds as to the recitation "a nucleoside analog composition" in the claim. 
Therefore, the scope of the claims is indefinite as to what would be considered "a 
nucleoside analog composition" encompassed thereby. 

The expression "a protease inhibitor" in claim 16 renders claim 16 indefinite. The 
expression " a protease inhibitor " is not seen to be clearly defined in the specification. 
Hence, one of ordinary skill in the art could not interpret the metes and bounds as to the 
recitation " a protease inhibitor " in the claim. Therefore, the scope of the claims is 
indefinite as to what would be considered "a protease inhibitor" encompassed thereby. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1 and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Maziere et al. (C24, PTO-1229 submitted June 1 1 , 2002). 

Maziere et al. teaches that HMG-CoA reductase inhibitors, such as lovastatin, 
are useful in a method of inhibiting HIV infective cycle in AIDS patients since lovastatin 
inhibits HIV-1 expression in H9 human T lymphocytes. See in Maziere et al., the title, 
"Summary", and page 66 "Conclusion". Maziere's method inherently treats or inhibits 
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infection of a cell by a virus in a subject such as a cell in vitro. Thus, Maziere et al. 
anticipates claims 1 and 8. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-9, 11, 13, 15-16, and 19-20 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Maziere et al. (C24, PTO-1229 submitted June 1 1, 2002) and 
Park et al. (C29, PTO-1229 submitted June 1 1 , 2002) in view of Pastey et al. (C32, 
PTO-1 229 submitted June 1 1 , 2002). 

Maziere et al. teaches that HMG-CoA reductase inhibitors, such as lovastatin, 
are useful in a method of inhibiting HIV infective cycle in AIDS patients since lovastatin 
inhibits HIV-1 expression in H9 human T lymphocytes. See in Maziere et al., the title, 
"Summary", and page 66 "Conclusion". Maziere et al. also teaches that the particular 
nucleoside analog, AZT, is known to be useful in treating viral infection by inhibiting viral 
replication in humans. See "Introduction" page 63 the left column. 

Park et al. teaches that HMG-CoA reductase inhibitors such as simvastatin and 
astrovastatin are useful in inhibiting of geranylgeranylation of RhoA GTPase. See pages 
1-2. 
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The above cited prior art does not expressly disclose the employment of HMG- 
CoA reductase inhibitors in a method of inhibiting infection of a cell by a virus such as 
respiratory syncytial virus (RSV) in a human, a non-human mammal, or a livestock 
animal. The above cited prior art does also not expressly disclose the employment of 
HMG-CoA reductase inhibitors in combination with a nucleoside analog composition in 
a method of inhibiting infection of a cell by a virus such as respiratory syncytial virus 
(RSV). 

Pastey et al. teaches that the interaction between the fusion protein of RSV and 
RhoA, a small GTPase, facilitates virus-induced syncytium formation and that RhoA- 
derived peptide inhibits RSV. See abstract and entire article, especially page 7262 and 
"Discussion" at page 7266-7269. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to employ HMG-CoA reductase inhibitors in a method of inhibiting 
infection of a cell by a virus such as RSV in a human, a non-human mammal, or a 
livestock animal, and to employ a HMG-CoA reductase inhibitor in combination with a 
nucleoside analog composition in a method of inhibiting infection of a cell by a virus 
such as RSV. 

One having ordinary skill in the art at the time the invention was made would 
have been motivated to employ HMG-CoA reductase inhibitors in a method of inhibiting 
infection of a cell by a virus such as RSV in a human, a non-human mammal, or a 
livestock animal, since HMG-CoA reductase inhibitors are known to be useful in a 
method for inhibiting infection of a cell by a virus such as HIV according to Maziere et al. 
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Moreover, Park et al. teaches that HMG-CoA reductase inhibitors such as simvastatin 
and astrovastatin are useful in inhibiting of geranylgeranylation of RhoA GTPase. It is 
also known that the inhibition of RhoA GTPase would result in inhibiting RSV according 
to Pastey et al. Therefore, one of ordinary skill in the art would have reasonably 
expected that HMG-CoA reductase inhibitors would have a beneficial therapeutic effect 
in inhibiting infection of a cell by a virus such as RSV in a subject such as in a human, a 
non-human mammal, or a livestock animal. 

Additionally, one having ordinary skill in the art at the time the invention was 
made would have been motivated to employ a HMG-CoA reductase inhibitor in 
combination with a nucleoside analog composition in a method of inhibiting infection of 
a cell by a virus such as RSV, since the particular nucleoside analog, AZT composition, 
is known to be useful in treating viral infection by inhibiting viral replication in humans. 
Therefore, one of ordinary skill in the art would have reasonably expected that 
combining a HMG-CoA reductase inhibitor and AZT known useful for the same purpose, 
i.e., inhibiting a viral infection such as RSV, in a composition to be administered would 
improve the therapeutic effect for treating a viral infection such as RSV. Since all active 
composition components herein are known to useful to treat a viral infection such as 
RSV, it is considered prima facie obvious to combine them into a single composition to 
form a third composition useful for the very same purpose. At least additive therapeutic 
effects would have been reasonably expected. See In re Kerkhoven, 205 USPQ 1069 
(CCPA 1980). 
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Thus the claimed invention as a whole is clearly prima facie obvious over the 
combined teachings of the prior art. 

Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over Maziere 
et al. (C24, PTO-1229 submitted June 11, 2002) and Park et al. (C29, PTO-1229 
submitted June 1 1 , 2002) in view of Pastey et al. (C32, PTO-1229 submitted June 1 1 , 
2002) . 

The same teachings of Maziere et al. have been discussed above 103(a) 
rejection (see supra at page 5 of the instant Office Action). 

The same teachings of Park et al. have been discussed above 103(a) rejection 
(see supra at page 5 of the instant Office Action). 

The same teachings of Pastey et al. have been discussed above 103(a) rejection 
(see supra at page 6 of the instant Office Action). 

The above cited prior art does not expressly disclose the employment of HMG- 
CoA reductase inhibitors in combination with an inhibitor of isoprenylation that is distinct 
from said HMG-CoA reductase inhibitor in a method of inhibiting infection of a cell by a 
virus such as RSV. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to employ a HMG-CoA reductase inhibitor in combination with an 
inhibitor of isoprenylation that is distinct from said HMG-CoA reductase inhibitor in a 
method of inhibiting infection of a cell by a virus such as RSV. 
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One having ordinary skill in the art at the time the invention was made would 
have been motivated to employ a HMG-CoA reductase inhibitor in combination with an 
inhibitor of isoprenylation that is distinct from said HMG-CoA reductase inhibitor, since a 
HMG-CoA reductase inhibitor and an inhibitor of isoprenylation that is distinct from said 
HMG-CoA reductase inhibitor are known to have same usefulness in inhibiting of 
geranylgeranylation of RhoA GTPase. As a result, they are useful in inhibiting RSV. 
Therefore, one of ordinary skill in the art would have reasonably expected that 
combining a HMG-CoA reductase inhibitor and an inhibitor of isoprenylation that is 
distinct from said HMG-CoA reductase inhibitor, known useful for the same purpose, 
i.e., inhibiting a viral infection such as RSV, in a composition to be administered would 
improve the therapeutic effect for treating a viral infection such as RSV. Since all active 
composition components herein are known to useful to treat a viral infection such as 
RSV, it is considered prima facie obvious to combine them into a single composition to 
form a third composition useful for the very same purpose. At least additive therapeutic 
effects would have been reasonably expected. See In re Kerkhoven, 205 USPQ 1069 
(CCPA1980). 

Thus the claimed invention as a whole is clearly prima facie obvious over the 
combined teachings of the prior art. 

Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over Maziere 
et al. (C24, PTO-1229 submitted June 1 1 , 2002) and Park et al. (C29, PTO-1229 
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submitted June 1 1 , 2002) in view of Pastey et al. (C32, PTO-1229 submitted June 1 1 , 
2002) and Fisher et al. (C1 1 , PTO-1229 submitted June 1 1 , 2002) 

The same teachings of Maziere et al. have been discussed above 103(a) 
rejection (see supra at page 5 of the instant Office Action). 

The same teachings of Park et al. have been discussed above 103(a) rejection 
(see supra at page 5 of the instant Office Action). 

The same teachings of Pastey et al. have been discussed above 103(a) rejection 
(see supra at page 6 of the instant Office Action). 

The above cited prior art does not expressly disclose the employment of HMG- 
CoA reductase inhibitors in combination with an antibody composition in a method of 
inhibiting infection of a cell by a virus such as RSV. 

Fisher et al. teaches that antibody compositions including monoclonal antibody 
and polyclonal antibody are useful in treating RSV. See the title and abstract and entire 
article. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to employ a HMG-CoA reductase inhibitor in combination with an 
antibody composition in a method of inhibiting infection of a cell by a virus such as RSV. 

One having ordinary skill in the art at the time the invention was made would 
have been motivated to employ a HMG-CoA reductase inhibitor in combination with an 
antibody composition, since a HMG-CoA reductase inhibitor is useful in inhibiting RSV 
as discussed above, and an antibody composition is known to be useful in treating RSV 
by inhibiting RSV. Therefore, one of ordinary skill in the art would have reasonably 
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expected that combining a HMG-CoA reductase inhibitor and an antibody composition, 
known useful for the same purpose, i.e., inhibiting a viral infection such as RSV, in a 
composition to be administered would improve the therapeutic effect for treating a viral 
infection such as RSV. Since all active composition components herein are known to 
useful to treat a viral infection such as RSV, it is considered prima facie obvious to 
combine them into a single composition to form a third composition useful for the very 
same purpose. At least additive therapeutic effects would have been reasonably 
expected. See In re Kerkhoven, 205 USPQ 1069 (CCPA 1980). 

Thus the claimed invention as a whole is clearly prima facie obvious over the 
combined teachings of the prior art. 

Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over Maziere 
et al. (C24, PTO-1229 submitted June 11, 2002) and Park et al. (C29, PTO-1229 
submitted June 1 1 , 2002) in view of Pastey et al. (C32, PTO-1229 submitted June 1 1 , 
2002) and Gruber et al. (C17, PTO-1229 submitted June 1 1 , 2002) 

The same teachings of Maziere et al. have been discussed above 103(a) 
rejection (see supra at page 5 of the instant Office Action). 

The same teachings of Park et al. have been discussed above 103(a) rejection 
(see supra at page 5 of the instant Office Action). 

The same teachings of Pastey et al. have been discussed above 103(a) rejection 
(see supra at page 6 of the instant Office Action). 
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The above cited prior art does not expressly disclose the employment of HMG- 
CoA reductase inhibitors in combination with ribavarin in a method of inhibiting infection 
of a cell by a virus such as RSV. 

Gruber et al. teaches that ribavarin is useful in treating RSV. See the title and 
abstract and entire article. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to employ a HMG-CoA reductase inhibitor in combination with 
ribavarin in a method of inhibiting infection of a cell by a virus such as RSV. 

One having ordinary skill in the art at the time the invention was made would 
have been motivated to employ a HMG-CoA reductase inhibitor in combination with 
ribavarin, since a HMG-CoA reductase inhibitor is useful in inhibiting RSV as discussed 
above, and ribavarin is known to be useful in treating RSV by inhibiting RSV. Therefore, 
one of ordinary skill in the art would have reasonably expected that combining a HMG- 
CoA reductase inhibitor and ribavarin, known useful for the same purpose, i.e., inhibiting 
a viral infection such as RSV, in a composition to be administered would improve the 
therapeutic effect for treating a viral infection such as RSV. Since all active composition 
components herein are known to useful to treat a viral infection such as RSV, it is 
considered prima facie obvious to combine them into a single composition to form a 
third composition useful for the very same purpose. At least additive therapeutic effects 
would have been reasonably expected. See In re Kerkhoven, 205 USPQ 1069 (CCPA 
1980). 



• 
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Thus the claimed invention as a whole is clearly prima facie obvious over the 
combined teachings of the prior art. 

In view of the rejections to the pending claims set forth above, no claims are 
allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Examiner Jiang, whose telephone number is (703) 305- 
1008. The examiner can normally be reached on Monday-Friday from 9:00 to 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan, Ph.D., can be reached on (703) 305-1877. 
The fax phone number for the organization where this application or proceeding is 
assigned is (703) 308-4556. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 305- 



1235. 




S<Anna Jiang, Ph.D. 
Patent Examiner, AU 1617 
March 31, 2003 



